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DETAILED ACTION 
Claims and Previous Rejections/Objections Status 

1 . Claims 1 ,2,4,7,8,27-29,31 ,41 and 42 are pending in tine application. 

2. The objection to claim 1 is withdrawn. 

3. The rejection of claims 1 1 ,2,4,6-8,29 and 31 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over application 10/567,594 
is withdrawn. 

4. The rejection of claims 1 ,2,4,7,8,27-29,31 ,41 and 42 under 35 U.S.C. 1 03(a) as 
being unpatentable over Oshlack et al. (US 2003/0064099A1 ) is withdrawn. 

Terminal Disclaimer 

5. The terminal disclaimer filed on 7/30/09 disclaiming the terminal portion of any 

patent granted on this application which would extend beyond the expiration date of 
10/567,594 has been reviewed and is accepted. The terminal disclaimer has been 
recorded. 

Declaration/Affidavit 

6. The declaration under 37 CFR 1 .1 32 filed 7/30/09 is insufficient to overcome the 
rejection of claims 1,2,4,7,8,27-29,31,41 and 42 under 35 U.S.C. 103(a) as being 
unpatentable over Oshlack et al. (US 2003/0064099A1 ) based upon the rejection as 
set forth in the last Office action because: the declaration of Heinrich Kugelmann states 
that the polyethylene oxide (PEO) must be employed in a sufficient quantity to yield 
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tablets having a breaking strength of at least SOON. If the quantity of the polyethylene 
oxide is too low the desired breaking strength cannot be achieved (p2, last paragraph; 
p2, table). 

7. The reference of Oshlack et al. teaches of the use of PEO polymer in the tablets 
of the disclosure in a ratio to the opioid agonist of from about 1:15 to about 15:1 weight 
(Oshlack et al. p4, [0050]) which encompasses the limitation of component (C) being 
present in an amount of at least 30 wt.-% as stated in the amended claim 42. Therefore 
the tablets of the disclosure encompass the tablets of the instant claims and are 
capable of the same functions and the same properties, such as breaking strength. The 
declaration does not appear to be a showing of unexpected results. The declaration 
only shows a property of using PEO; however, the cited art teaches the use of the same 
amount of PEO, thus it must have the same property. 

Claim Objections 

8. Claim 41 is objected to because of the following informalities: the claim identifier 
is incorrect and should read (currently amended). Appropriate correction is required. 

Response to Arguments 

9. Applicant's arguments with respect to claims 1 ,2,4,7,8,27-29,31 ,41 and 42 have 
been considered but are moot in view of the new ground(s) of rejection. 
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Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 1 ,2,4,7,8,27-29,31 ,41 and 42 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Oshlack et al. (US 2003/0064099A1 ) in view of DOW 
Technical Data, POLYOX™ WSR, February 2003. 

1 2. Oshlack et al. (US 2003/0064099A1 ) discloses a sustained release dosage form 
which comprises a.) oxycodone, b.) an aversive agent/gelling agent, such as 
polyethylene oxide, c.) waxes, etc. (p2, [0026]; p8, [0097]; p9, [0106-01 11]; p4-5 [0049] 
and [0056]). The PEO polymer may be present in the tablets in a ratio to the opioid 
agonist of from about 1 :15 to about 15:1 by weight (p4, [0050]) which encompasses the 
limitation of component (C) being present in an amount sufficient to result in a breaking 
strength of at least 500N, such as of at least 30 wt.-% of the instant claims. The dosage 
form may be prepared via melt-extrusion techniques which involves blending the opioid 
with PEO to form a matrix, heating the matrix to a temperature sufficient to soften the 
mixture, extruding through a twin-screw extruder and optionally compressing (p8, 
[0096]; p9, [0109] and [0111]; plO, [0113] and [0120]). The melt-extrusion technique of 
Oshlack et al. encompasses the sintering technique of the instant claims where the 
dosage form components are mixed and the resultant mixture is press-formed with 
preceding exposure to heat. Suitable controlled release tablets may be formulated from 


Application/Control Number: 1 0/71 8,1 1 2 Page 5 

Art Unit: 1618 

multiparticulate formulations, wet granulation that is compressed into a tablet or melt 
and may contain hydrophobic binders, such as carnauba wax (p8, [0099]; p9, [01 1 0- 
0111]; plO, [0120]). Oshlacket al. does disclose a PEO of molecular weight 1-15 
million and does not explicitly disclose the dosage form having a breaking strength of at 
least SOON. 

1 3. DOW Technical Data, POLYOX™ WSR, February 2003 discloses the use of high 
molecular weight POLYOX™ WSR (i.e. 7,000,000 amu) for sustained release solid 
dosage forms and are excellent choices for melt processing (pi , paragraph 1 ). The 
melt flow of the high molecular weight grades may be improved via the addition of 
plasticizers (pi, column 2, paragraph 1). POLYOX™ WSR and a plasticizer were used 
in a solid dosage form to demonstrate the low temperature (65 to 70°C) extrusion of 
POLYOX™ WSR which uses a single screw extruder (p2, column 1, paragraph 1). 
POLYOX™ WSR is well suited to thermoplastic processing and can be processed in 
various solid dosage forms which exhibit sustained release properties based on polymer 
molecular weight, extrusion temperatures range from 80 to 190°C (p3, conclusions). 

14. At the time of the invention it would have been obvious to one skilled in the art to 
use the POLYOX™ WSR of high molecular weight of the DOW technical data of 
POLYOX™ WSR for the sustained release dosage forms of Oshlack et al. as both 
disclosures are drawn to sustained release dosage forms having PEO polymers which 
are used for the preparation of thermoformed tablets. Further, the opioid and PEO 
polymer dosage forms of Oshlack et al. contain the PEO polymer in a ratio to the opioid 
agonist of from about 1 :15 to about 15:1 by weight and are prepared via a melt- 
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extrusion technique, which encompasses the sintering preparation process of the 
instant claims. 

1 5. Therefore, at the time of the invention it would have been obvious to one 
ordinarily skilled in the art that the sustained release dosage forms of the combined 
references of Oshlack et al. and DOW technical data of POLYOX™ WSR contains a 
high molecular weight PEO polymer in an amount sufficient to result in a breaking 
strength of at least SOON. If the prior art teaches the composition, then the properties 
are also taught by the prior art. In re Spada, 91 1 F.2d 705, 709, 15 USPQ 1655, 1658 
(Fed. Cir. 1990.) See MPEP 21 12.01 . The burden is shifted to Applicant to show that 
the prior art product does not possess or render obvious the same properties as the 
instantly claimed product as the instant claims do not provide the necessary limitations 
to distinguish the abuse proof dosage form over the prior art. 

16. It is respectfully pointed out that instant claim 29 is a product-by-process 
limitations. Even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability 
of a product does not depend on its method of production. If the product in the product- 
by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process. In re 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed Cir. 1985). See MPEP 21 13. 


Conclusion 

No claims are allowed at this time. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to MELISSA PERREIRA whose telephone number is 
(571)272-1354. The examiner can normally be reached on 9am-5pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 


/Melissa Perreira/ 
Examiner, Art Unit 1618 


